SOUTH CAROLINA CENTRAL CANCER REGISTRY SCIENTIFIC REVIEW BOARD
CRITERIA FORM

PRI NCl PAL | NVESTI GATOR:
ACGENCY AFFI LI ATI ON (i ncl ude addr ess):

PHONE: FAX EMAl L:
Co- | NVESTI GATCR AGENCY AFFI LI ATI O\
PHONE: FAX EMAl L:
Co- | NVESTI GATCR AGENCY AFFI LI ATI O\
PHONE: FAX EMAl L:
Co- | NVESTI GATCR AGENCY AFFI LI ATI O\
PHONE: FAX EMAl L:

TI TLE OF PRQJECT:

PRQIECT PERI OO from to (nmm dd/ yyyy)
SPONSCRI NG AGENCY:

SPONSORI NG AGENCY ASS| GNVENT NUMBER (i f known) :

| S TH S PRQJECT CURRENTLY FUNDED? []Yes [1No

HAS TH S PRQJIECT BEEN APPROVED BY AN | NSTI TUTI ONAL REVI EWBQARD FOR HUMAN
SUBJECTS? [] Yes 1 No

| F YES, WHAT | RB? WHEN? (nmi dd/ yyyy)

Pl ease Answer the Followi ng Questions

1. What data el enments are requested fromthe SCCCR?
(CHECK ALL THAT APPLY)

UNRESTRI CTED

Patient Age at Diagnosis in years (indays if <1 year)
Pati ent Sex

Patient Race/Ethnicity

Pati ent County of Residence

Patient Marital Status

Accessi on Year/ D agnosi s Year

d ass of Case

Tunor Sequence Nunber

Primary Site of Tunor and Laterality
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10. Tunor Characteristics (norphol ogy type, behavior, grade)

11. St age of Di agnosi s

12. Vital Status

13. Pati ent Year of Death

RESTRI CTED

(0 Pati ent Nane

15. Pati ent Address

16. Pati ent Social Security Nunber

7. Patient Birth Date

18. Pati ent Medi cal Record Nunber

19. Pati ent Cancer Regi stry Accessi on Nunber (facility
assi gned)

20. Uni que Pati ent Nunber ( SCCCR assi gned)

21. Patient Zi p-code

2. Census Tract

23. Pati ent Heal thcare Provider ID. attending physician,
surgeon, follow ng physician

24, Heal thcare Facility ID

25. Pati ent Date of Death

26. Aggregate data (other than "<5" for 1-4 or "10" for 5-9)

| f you are requesting any restricted data el enent, justify this re-
guest by providi ng why you cannot conduct your investigation w thout

t hese dat a.

W Il you contact patients in any way? [_]VYes [_]No

If answered YES to question 3, ANSWER THE FOLLOW NG

How many subj ects i nvol ved?

Age r ange:

Fromwhat geographic regi on of South Carolinaw | the cancer cases

cone fronf

What specific type of cancers are you interested i n sel ecti ng?

Howw || patients be contacted?
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PRQJECT SUMMARY

Summary for scientific merit (use additional pages if required). Statements such as Asee protocol@ are not acceptable.
Describe specific procedures or methods to be used addressing the identified research questions. Provide evidence that this
research is needed to advance knowledge (justification).

9. St udy question(s):

10. Howw Il this study question(s) / hypothesis(es) be addressed inthis
st udy?

11. Describe the study design:

12. Describe the protocol for data collection:

13. Describe the planned statistical analysis. Include a brief descrip-
tion of howvariables wll be defined, what the i ndependent and de-
pendent variable will be, and what specific tests will be used.

14. Describe the significance of the planned research. How does this
work add to the existing literature?



15.

16.

17.

18.

19.

Briefly presented the anticipated results.

Attach a copy of any questionnaire, witten test, or recorded ab-
stract formto be used i n the study.

Attach a copy of any consent form
List all other institutions (hospitals, schools, health care centers,

etc.) other than USC, which will serve as sites for this research
proj ect .

| ncl ude a grant proposal or study protocol.



| NFORVED CONSENT FORM ELEMENTS
( 7h/ s checkl /st /s 1 ncluded for your conveni ence.)

| nf or med Consent Forns shoul d i ncl ude the foll owi ng basi c el enents.

a.

Evi dence that the subject will be able to exercise free power of
choi ce and no el enent of coercion or constraint is being permt -
ted i n the obtaining of consent to partici pate;

Yes No
Afair explanation of the duration of the project, procedures to
be fol |l owed and t heir purposes, includingidentification of any
procedur es whi ch are experi nental ;

Yes No
A description of any attendant di sconforts and ri sks reasonably
t o be expect ed;

Yes No

A description of the benefits reasonably to be expected;
Yes No

A di scl osure of any appropriate alternative procedures that
m ght be advant ageous for the subject;
Yes No (does not apply to all projects)

. An of fer to answer any i nquires concerning the procedures, in-

cl udi ng a t el ephone nunber and address for the contact person;
Yes No
An instruction that the subject is free to w thdraw his consent
and to discontinue participationinthe project at any tine
wi t hout prejudice to the subject;
Yes No

A statenment of security of data (maintaining confidentiality),
especially as it relates to specific individuals;
Yes No

. Astatenent on availability of conpensation in the event of

physical injury and howto obtain nore information;

Yes No
No excul pat ory | anguage t hrough whi ch the subject is nade to
wai ve or appear to waive any of his | egal rights including any
rel ease of theinstitutionor its agents fromliability for
negl i gence;

Yes No



k. An order of expl anations or use of words appropriate to the
| evel of understandi ng and nature of the subject;
Yes No
I. Aplace for the subject to sign and date the form
Yes No
m A heading onthe formstating that it is an | NFORVED CONSENT
FCRV
Yes No

n. Promnently | ocated on the consent formnust be a statenent to
the effect that the subject nust be provi ded a copy of the con-
sent form

Yes No

What procedures will be used to contact patients?

Does consenting to be a subject |lead to additional costs in: tests, nedi-
cal care, etc. for the subject(s)? If so, who is responsible for the
costs?

I n your estimation, do the procedures involve any potential risk for the
subj ect (s) - physical, psychol ogical, social, |egal or invasion of privacy
and assessnent of |ikelihood and seriousness of such risks? (If nethods
of research create potential risks, describe other nethods, if any, that
wer e consi dered and why they will not be used.)



What is the significance of potential benefits to be gai ned by subj ects,
by persons simlarly situated, or by humanki nd i n general ?

What are your procedures for safeguardi ng the subjects’ rights withre-
spect to the fol |l ow ng:

security of person;

privacy and confidentiality (including protection of data);

enbarrassnent, disconfort and harassnment (i.e., woul d there be any
stigma or repercussions fromhavi ng partici pated)?

What ways will you di ssem nate results of the study to participants of the
st udy?
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